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S^rr^^'T^ MowHapowoft npeflBapirrejiEHOft 3KcnepTH3Bi noAroTOBjieno HacroHimiM OpraHOM MCHWHapo^uioii 
npe^^BapirrenBHofi 3KcnepTH3Bi a coorBercrrBHH co CraxBea 35 h HanpaaneHO aaHSRreino b cooTBer^BHH co SSTfCT, 

flaHHoe 3aKjnoHeHHe cojiepjKHT Bcero _5 jiHcra, BKjnoHaa aaHKBitt o6um met 

flaHHoe saKJHOHeHHe TaroKe conpoBOHwaexcH npHJio«eHiWMH, coAcpxcamHMH: 

(nocffOHHtae saxaumemo u e MeotcdynapodHoe Bwpo) Bcero jihciob, TaicHe kok: 

(CM. npaBHJio 70.16 H Pasflwi 607 AflMHHHCipamBHOfl HHCipyKmiH). 
□ k'^ITo'^*'™ ^^''^ P"*""' ™ '"^P"*' 0P"« paccMaipHBacr. khk coAepHcamne HSMeHeHHA 

sjieictpoHHMx HocKrejieft), coAep»camHe nepeqem nocn^^BaccnbHocreft h/iwh rafinHu. <miocamHecH k hhm 
TOJiBKo B MamHHOwFaeMoti *opMe, KBK yKasBHo B AonojiHHTCnbHOM pasAcne, oiHocmoaMCH r nepemno ' 
nocneaoBaiensHocrrefi (cm. Pa^flen 802 AziMHHHCTpaniBHOil HHcipyKmra) 



4. 



AaHHoe saKjnoHeHHc coaepKHx HH$opMamno, craiocHiioTOCH k cjieflyiomHMH pasflenaM ^ 

OcHosa saKJiiOHeHHii 
rXpHopHTer 

OxcyrcTBHe saKjuoHeaHfl OTHocHxejiLHo hobh3hh, H3o6pCTaTejiBCKoro ypoBM h npoMHumcHHott 

npHMeHHMOCTH 

Hq)ymeHHe e^HHCTea HsoGpereHHs 

YTBepxweHHe b cooTBercTBHH co craxtett 35 (2) orHocirrejffiHo hobhshli, rooepCTaxejiBCKoro 
ypoBHa H npoMBnnjieHHott npHMCKHMocxH; ccmjikh h noacHeHiw b o6ocHOBaHHe yxsepMyieHiM 
(Cxax&H 35(2)) 

OnpcflejieHHMe UHXHpyeMBie AOKyMeHXBi 

HcKoxopBie fle^CKTBi Meay^yHapoj^HOfi saaBKH 

HcKOxopBie aaMenaHiw, KacaxomnecA MeacayHapoOToi! sa^BKH 
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flaxa npeacxaBJieHHfl xpe6oBaHiifl: 

11 $eBpaJw2005 (11.02,2005) 

HaHMCHOBaHHC H aApec Me>KflyHapoOToro noHCKOBoro oprana: 
tI>€wepajiBHBitt HHCTHxyr npoMBimjieHHol! co6c?rBeHHOCTH, 
P<D,123995, MocKBa, r-59, rCH-S. BepcHocoBCKaa Ha6., 30-1 
a>aKc: 243-3337, TOieiattn: 1 14818 OOflA^ 



Aaxa noATOXOBKH saKjnoHeHiw: 

14 OKXfl6pH2005 (14.10.2005) 

VnojiHOMOHeHHoe jihuo: 



H. KaxBiKOBa 



a)opMaPCT/IPEA/409 (o6mHtt jracr) (Anpem 2005) 



3AKJIK>HEHHEM£liC;ZpnBL^ nPE^OPBAPHTfiJIBHOfidKCIIEPTirabl 
I OcHOBa saKJiiOHeHHH 



MexgQfHapoAHafl saasKH 
PCT/RU 2004/000260 



1 . OTHocHTentHo flsbiica, A9HHoe cooSmeHHe noflroTODneHo Ha ochobc: 

MOKHyHapoiwott saHBKH, Ha asbiKe, Ha KoropoM OHa GBijia noAana 

□ nepeso^W Me^WHapoimott aaflBKH na cjiewomHtt hsmk ' , Koropbifl saiamn squkom nepeaofla. 

npeApraBjieHHoro AHA cji^ayioiUHX uejieil: — — 

Me>i;ayHapoAHun noKCK ( a cooiBencTBHH c IIpaBHiioM 12.3 (a) h 23.1 (b)) 

ny6jiHKauHa MOKayHapoAHOft aaaaicH (a cooTBercTaHH c npaawiOM 12.4 (a)) 

Q Me>icayHapoAHa5i npeAaapmejibHaa dKcneprnoa (a cocyiBcrrcTBiiH c npaanjiaMH 55.2 (a) h/imh 55.3 (a)) 



B 



2. OTHOCwreJibHO aneMeuTOB MowHapoAHOlt aaHBKH, Aannoe aawnoneHHe cocrasjieHO na ocHose (soMeHnrouiue Jiucmtt, Komoptte 
6^ ftpedctnaenetita e nony^umuiee eedoMcmeo e omeem na npedJiooiceHue e coomeemcmeuu co cmambeu 14, e damtoM xnaaoHeHuu 
o6o3HaneHbi kqk (tnepeoHoycutbHO nodaHHbte» u ne npwiootceHHbie xsmoMyaaiarjOHeHWo): 



□ 
□ 



Mo^aynapoAHaa aaaBKa a tom bhac, b tom bhac, b KoropoM oaa 6buia noAaHa/npeACTaajieHa 
onHcaHHe: 

cnpaHHUbi _ — _ — ^nepBOHanajiBHo noAaHHMc/npeAcnaBJieHHMe 

crpaHHUBi* — ^ — nojiyHeHHEieAaHKHMOpraHOMHaAffry 

crpaHHiibi* ^_ ^ nojiyHCHHHeAaHHHMOpraHOMHaAaiy 

I I 4^opMyAa H3o6peieHiui: 

crpaHHUBi ^ — __ — nepBOHanajiBHO noAaKHMe/npe^craajieHKHe 

cipaHHUsi* nojiyHeHHue AanHBiM OpranoM na Aaiy 

cipaHHUu* nojiyneHHue abhhbim OpranoM na Aaiy 

□ 

CTpaHHUbi ^ _ nepBOHanajiBHO noAaHHue/npoAcraBjieHHue 

cipaHHUBi* nojiyHeHHwe AaunuM OpranoM na Aaiy 

CTpaHHi<Bi* HOJiyHeHHHeAaHHbiMOpraHOMHaAaiy 

Q nepeneHB nowiwaarrcjiBHOCTelt w/wm oooTBerciByioiime xa&iHuw - cm. flonoAHHiejttHHlt pasAen, araocamHilca k 
nepeHHio nocAeAOBarejiBHOCielt 

HsMeKCHHa npHaenn k H3i>aTHio: 

I I crtpaHHuonHcaHHfl 

I I nyHKTOB ^opMyjiBi WaJMa 

|— I CTpaHHu/(tnr. Hepteacett 

J — . nepcHHfl nocjieAOBaiejiBHOcrett 

xaSiniUBi, oTBocjnxmitca k nepewio nocneAoaarrejiBHOCTefl 

HacTOHmee saioiioHeHHe cocraBjieHo 6e3 yqera (neKOiQpBix ) HSMeneHHil, npHnoMceHHBix k ^My vn&iy n oiMeneHHBXx hhskc, 
TaK KaK OHH BBIXOA3T 3a paMKH ncpBOHaHajiBHO noABHHBix MarcpiianoB aaaBKi^ kbk yiaoaHO b IIonojiHHTCJibHOM paaAene 
(TIpaBHno 70.2(c)). *^ 



crpaHHU oiiHcaHHfl 

nyHKTOB <^opMyjiBi J^feJfe 
crpaHHu/^Hr. >iepTe»cefi 
nepe^HJi nocjieAOBareiiBHocrieft 

TaGjiHUbi, QTHocauuiftCfl K nepeHHK) nocneAOBaienBHOcteil 

L ^c/ffrf nvHKm 4 nwmeHnpmcft ma fiPKomnnhie vnv hcp m mpx mirmnn n,r^ nn,»^ua»^. ^ nu^ "^nn.au^uuu,ii" 



B 
B 



OopMa PCT/IPEA/409 (Tpa^a I) (anpejit 2005) 



3AKJIIOHEHHEME»C;Zl(yHAPOJ!VOa IIPEABAPHTEJIbHO& 3KCIIEPTH3I.I 



Me»;qyHapoAHafl saaaiai >& 
PCT/RU 2004/000260 



rpa*aV OSocHOBaHHoe yraepsBweHHe b cooTBerFciBUH c npaBnuioM 35^) b <rraomeHiiH HOBiam.!, 

HSoSpcraTenbCKoro ypoBHsi h npoMunuieHBoil npHMeHHMoeni; ccujikh b noHCBenira, noAKpenjimonme laicoe 

yTB6p3fC^6HH6 



YTBepHCAeHHe 

H0BH3Ha(N) nyHKTH M 



HsoGperaxejiBCKHit ypoBem (IS) 



IIpoM&muieHHaH iq}HMeHHM0CT& (lA) 



PA 

riyHKTM HET 

IlyHKTH ^ Jj^ 

nyHKTH 1^4 HET 

nyHKTH 1-4 flIA 

nyHKTH ^ HET 



2. CcBuncH H noflCHeHiM (UpaBvmo 70.7) 
SaKJnoneHHe aKcnepxHSbi cocxaBJieHo c ynexoM OTBera saflBurejiH, iipe^icraBneHHoro 
15.02.2005 H cjie^yiomHX hctohhhkob HH^opMaqnH: 
RliUS 6,391,607 Bl 
A2: US 6,033,846 

A3: CEPFEEBA JI.M. KjiHHHKo-jia6opaTopHaH o^eHKa MyKOJinniqecKoro 34>$eKTa 
nyjiBMOSHMa y 6ojibhbix MyKOBHciro^osoM, ahcc. . .k.m.h., EKaxepHHSypr, 1999 

A4: rAHHyiUKHHA H.B. H ^P. YpoBeHB JOJHK b nnasMe KpoBH 6ojibhbix c 
axepocKJiepoTHHecKHM nopaDKCHHeM MarHcxpajiBHtix apxepiiH tojiobh h 6okobhm 
aMHoxpo(|)iiHecKHM cKJieposoM// BiojuiexeHB 3KcnepnMeHxajBbHoil 6HojiorHH h u&mums^, M., 
Me^mmHa, 1997, JNs 12, c. 610-612 

^5: ZHONG S. ET AL., J. Clin. Pathol. 2000 Jun; 53(6): 466-9, pe^jepax 

JSfi: BURT M. ET AL., Liver Transpl. Surg., 1996 Sep; 2(5): 391-4, pe^epax 

fll pacKpsmaex cnoco6 neneHHa HH^eKimoHHbix aaSojiesaHHa, BbBBaHHbix 6aKrepHflMH, 
rpH6aMH, HJiH napasHxaMH, KoxopBig BKJnoHaer MecTHoe BBeAemie areHxa, paapymaiomero 
BHeKJiexoHHyK) JSflK - <i>epMeirra flPDECasbi. 

KpoMe xoro, us fll hsbcctho BBeAeHHe flPKasfci h b CHCxeMiQnEo impi^jiamHio iq)OBH, ho 

OTH jieneHiw HeHH4>eKUHOHHBix saGojieBaHirii, conpoBosKAaioiimxcfl KaHecxBeHHbiM h 

KOJiHHecxBeHHBiM HBMCHeHHeM BHeKjiexoHHOH flHK iq)OBH (Aajiee B^UHKK), npn KoxopHx BjmKK 

HaxoAHxcH B cocraBe HMMyHHtix KOMimeKCOB (HK). SKcnepxHsa ne mo^ct corjiacHXBca c 

flOBOflaMH saflBHxera o xom, to) , ^[1 ne oiracHBaex paspyineHHa B^KK KaK xaKOBoS, a Kstca&rcsi 

TOffbKO pa'^pymemr^ ee J^ cocxaBe mmmfiw^ yo MTmgKQOP, nocKOT iBKv TOXTKoit npujio^KeHHsr 
CPopMa PCT/IPEA/409 (Tpa^a V) (anpejib 2005) 



SAKJTOHEHHEMEHW'HAPOjDpaoa nPE^APHTEJIBHOfl aKCIIEPmSU 
AonojiHHTejibHafl rpa^ ~~ 



PCT/RU 2004/000260 



AHKa3H no onpefleneHHio aBMencH flHK. HoaroMy, He cMorpa he to. to) b m. flKK HaxoOTica b 
cocxaBe HK, OHa aBjwerca iwpKyrapyiomea b KpoBH h no oi5)eflejieHHio paspymawca bbootmoS b 
mipKynamno AHKasoft. KpoMe tofo, b fll noKasaHa Heo6xoflHMoart BBeaeHira flHKasH b flosax h 
pejKHMax. o6ecneHHBaiomHx BbicoKHiiypoBeHb ;mK-nwpoJiHnraecKo» aKTHBHoara luiasMH KpoBH, 
noA KOHTpojieM H3MeHeHHfi BflHKK c noMomtw renBajieieipo^opeaa. 

S2. pacKpHBaer naroreHHyio pojiB mtAcaeuoA B^pjKK npH pasjiHHHHx HH^eio^Hax. b tom 
HHOie eaicrepHajiBHbix, h npa coMarHHecKHx 3a6ojieBaHHax. to) aaioiiOHaerea b HapymeHHH 

impKyjIimHH KpOBH, ^yHKIJHft HMMyHHOii H CBepiMBaiOmeii CHCTCM, OTJIOaceHHH flEDC B paSJIHHHHX 

opranax. 

B fl3 oHHcaHo jieneHHe MyKOBHcmwosa - ooMaTHnecKoro saSoneBaHHa, o6ycnoBneHHoro 
MyraivMMH renoB coMa-nraecKHX loieroK h conpoBo^waiomerocji HSMeneHHeM KanecTBeHHoro h 
KOJiHqecTBeHHoro cocraBa BflHK b MOKpore, c noMomtio BBeflenHa AHKasH, paspymaiomea 
BflHK npH xpaxeoSpoHXHajiBHOM BBeaeHHH. Kpowte tofo, b fl3 noKaaano najiHroe H3MeHeHHoii 

BJPnC B RpOBH npH MyKOBHCI^HAOSe. 

B fl4-fl6 cooTBeicraeHHO paciq)BiTH KaHeoxBeHHHe h/hjih KonHiectBeHHiie H3MeHeHHa 
B^PJKK npH yKaaaHHHx b «^pMyjie H3o6peTeHHa arepocicnepose. caxapnoM flHa6ere, h 
3a6oneBaHHax, csasanHBix o peauipiett rHnepqyBciBHrejiBHOcrH aaMewieHHoro uma (3Pr3T), b 
HacraocTH peaKi5HH «TpaHciuiaHTaT nponiB xo3aHHa». 

Al asnaercfl ejnracafiniHM anajioroM b naoTH BapHanra cnocoSa jieneHHa 
reHepajiH30BaHHBix HHi^ejaiHOHHBix 3a6oneBaHHa. yKaaaHHHx b HeaaBHCHMOM n. 1. 

OnnraieM AaHHoro BapnaHTa or ffl aBjiaexca BBe^eHHe npn othx saeojieBanHax areHra, 
paapymaiomero BflHKK, He Mecrao, a b CHcreMHyio impKyjumnio. B cbam c othm AaHHHg cnocoS 

flBJIXerCa «HOBBIM». 

0«HaKO yace m fll H3BecTHO xaKoe BBexeHHe ototo areHia COpKaabi) am paspymeHHs 
BflHKK npH 3a6oneBaHHax, conpoBoawaiomnxca HSMeneHHaMH BflHKK, a h3 fl2 - 
naTOJionwecKaji pojii, BflHKK npn yisasaHHHx b ^opiayjie HH^emwax. 

TaKHM oSpasoM, h3 ^^1-^2 ana cneimajmcra ohcbhaho HcnojitsoBaHHe areirra, 
paapymaiomero BJSfJKK (flHKasH). nyrew BBefleHHa b CHcxeMHyK) impnyjiaimio wia JieneHHa 
yKaaaHHHx reHepajiHSOBaHHbix hh^ckiwohhhx saSojieBaHHft, nocKOJiBKy HSMeneHHa BAHKK npa 
3TOM aanaioTca oahhm h3 naTOreHcraqecKHx ^aicropoB 3a6oneBaHHH, wvo ipeSyer 
cooTBercTByromero JieneHHa. 



OopMa PCT/IPEA/409 (flonojnnirenBHaa ipa^a) {anpejo, 2005) 



3AKJIH>HEHnEME^K;zpaB[APOAHOli[ nP£ABAPHT£JIbHOfi[ 3KCn£PTn3bI 



Mesi^z^apoARafl sasBKH K& 
PCT/RU 2004/000260 



AonojiHiiTejibHan rpai|>a 



B CBHSH C 3THM, nyHKTBI 1-2 B HaCTH JieHeHHH reHepaJIH30BaHHBIX HHiJeKUUHii, BBISBaHHBIX 

eaKTepHHMH, rpH6aMH hjih npocreftimiMH c noMomtio fSfJKasbi - areirra, paspymaiomero BJSfJKK 
npH BBeAeHHH b CHCTeMHyio vjspKyimjyno, He cooTBercTByKyr KpHTepmo «H3o6peTaTejiBCKHa 
ypoBeHb». 

Hto KacaexcH JieneHKH axepocKJieposa, caxapnoro flHa6eTa, ajuieprnHecKHx 3a6ojieBaHHa, 
cBHsaHHHx c pcaKmiefi ranepHyBcrBKrejiBHOCTH saMeAneHHoro rana, to b RA-Jlfi omicaHM 
H3MeHeHHa BPfEKK npn 3thx 3a6ojieBaHHax. B cbhsh c 3thm, yroTBiBaa H3Be<yniyK> H3 
naxoreHHyK) pojit BflJDCK npn paajiHqHBix coMaTHHecKHx saeojiesaHHax, ajm cneipianHcxa xaioKe 
npeAcxaBJMercH OHeBUflHbiM BOSAeficTBOBaxb na arox naxoreHOTmecKHii <]^aKxop am jieneHHa 
yKasaHHBix saSojieBaHH^. 

TaKHM oSpasoM, b axofi nacTH cnoco6 no n.l xaicHce He HMcex «ii3o6pexaTOJiBCKoro 
ypoBHH». 

Hto KacaercH BapHanra cnoco6a jieneHHa saSoneBaHHfi, o6ycjiOBJieHHbix MyxamuiMH renoB 
coMaxHHecKHx KJiexoK no n. 1, to bbhay H3BeciHocTH H3 ffl-JI? naToreHHoii pojiH BJJfJKK npn 
TaKHX 3a6oJieBaHHHX, b HacxHOcxH, npH MyKOBHCipiAose, h nsBecTHOCTH H3 JI^l CHcreMHoro 
BBeAeHiM B impKyjMUHio areirra ajw paapymeHEw BflHKK, nynKX 1'^ b axoft Hacra ne 
cooTBercTByer KpHrepmo «H3o6peTaTejibCKHfi ypoB6Hb». 

3KcnepxH3a He Mo^ex corjiacHX&CH, c MHeHneM saHBHxeM o xom, hto b J\l oxcyxcxByiox 
KpHxepHH noA6opa 3^<^eKTHBHBix A03 H peHCHMOB BBeAeHHa JSJSKashi « in vivo», hockojibiq^ b JSJl 
noKaaaHO, hto KOHKpexHBiii noA6op ao3 h peaKHMOB BBefleraw ;0i;HKa3Bi Be^yr b 3aBHCHMOCTH ox 
BHAa 3a6ojieBaHHs, ocoSeHHOcxefi ^a^HeHxa h x.n., noA6Hpaji aosm h peacHM BBeAenna JSfJKsahi 
xaic, ^]to6ei noAAepaKHBaxb BticoKyK) niApojiHTHHecKyio aKXHBHOCTB KpoBH AJiH paspymeHHfl 
onpeaeneHHoro KOJinqecxBa .HHK, hto oi5)eAeJWKyr rejiB3JieKTpo(Jope30M. Ha ocHOsaHHH 3Toro, 
cneimajracx Mo^ex onwxHBiM iryreM noAoSpaTb yKasaHHtie pesKHMbi h ao3bi, x.e. xaxofi noA6op am 
cne^HaJ^iCTa HBJiHexcH ohcbhahbim. TaKHM oSpasoM, iqoiktbi 2-4 He cooxBercxByiox Kpirrepmo 
«H3o6peTaxe;iBCKHft ypoBeHB». 

IlyHKTBi 1-4 cooxsexcxByiox KpHxepHK) «npoMBmiJieHHafl npnMeHHMOcxB». 



OopMa PCT/IPEA/409 (flonojiHHTejiBHaH rpa$a) (anpejiB 2005) 



